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100 Abbott Pa& Rd. 
Abbott Pa& IL 600646091 

Re: IND 62,720 (Syptbroid) 

Dftarhar. spuIIc 

This msponds to your fd d+utc resolution quest and, in particular, your letkx 
dated April 14,2003 and received April 15,2003. Your request r&tcs to tbc, e 
study method for sponsors seeking to show bioequivalence and tbcrapeutic eqtivaknce 
of oral levotbyrotie sodium dnrg products. 

The issues you raise regarding the melhods ti showing bhequivalence and therapeutic 
equivalence oflevothymxine sodium products arc not lim ited to Synthid but are of 
signjlflcant interest to otkrm~~ture~~ of levotiyroxine sodium, including generic 
drug applicants. Altboagh Abbott Laboratories (Abbott) may be af%cti by the outcome 
of any Agency decision on these issues, other interested parties may also be afEected. As 
I am sure you kuow, Jones phanna, Iw., submitted a citizen petition dated Mzxrch 28, 
2003. on the very matter covered by your request, See Do&et No. 0311-0126. 
Accordingly, we believe it is most appropxiate to consider rhe issues raised in your 
requeSr in a public manner- This approach will allow others t.& opportu&y to cxxxnn~ 
and pattitipate in the decik~makin8 process, till provide Abbott the opportunity to 
wmmentp~bIicly on the views and opinions of others, and will establish m  
ackuiGstrativcrccotdon~c,btbeAgePcymaybaseany~~dtcisions. 

We acknowledge that in a letter dated January 14,2003, Dr. David Orlog, Director, 
Division of Metabolic and Endocrine Drug Products, Center fur Drug Evdluation and 
Research (CDER), noted that you could request reconsidemtkm of the Division’s decision 
through CDER’s dispute resolution process. At that time, you bad raised the 
bioequikhsoce and thaa~eutic equivaleztce issues, including the sdxdssictn of results for 
Study M02-417, in Abbutrs IND fbr Synthmid. AS your disp& resohxtion has 
progressed, it has become cka~ tha& fk the reasons descri%ed above, this matter wonld 
be more amy resolved in a public forum - 
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